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DETAILED ACTION 
Drawings 

1 . The drawings are objected to under 37 CFR 1 .83(a). The drawings must show every 
feature of the invention specified in the claims. Therefore, the inner and outer surfaces of the 
sample collection part, and the flow channel opposite the through hole must be shown or the 
feature(s) canceled from the claim(s). No new matter should be entered. 

Corrected drawing sheets in compliance with 37 CFR 1.121(d) are required in reply to 
the Office action to avoid abandonment of the application. Any amended replacement drawing 
sheet should include all of the figures appearing on the immediate prior version of the sheet, 
even if only one figure is being amended. The figure or figure number of an amended drawing 
should not be labeled as "amended." If a drawing figure is to be canceled, the appropriate figure 
must be removed from the replacement sheet, and where necessary, the remaining figures must 
be renumbered and appropriate changes made to the brief description of the several views of the 
drawings for consistency. Additional replacement sheets may be necessary to show the 
renumbering of the remaining figures. Each drawing sheet submitted after the filing date of an 
application must be labeled in the top margin as either "Replacement Sheet" or "New Sheet" 
pursuant to 37 CFR 1 .121(d). If the changes are not accepted by the examiner, the applicant will 
be notified and informed of any required corrective action in the next Office action. The 
objection to the drawings will not be held in abeyance. 
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Claim Objections 

2. Claims 5 and 6 are objected to because of the following informalities: claims 5 and 6 are 
directed to a method, but are dependent on claim 4 which is directed to an apparatus. 
Appropriate correction is required. 

Claim Rejections - 35 USC §102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed publication in this 
or a foreign country, before the invention thereof by the applicant for a patent. 

4. Claims 1, 2, and 7-1 1 are rejected under 35 U.S.C. 102(a) as being anticipated by Stevens 
etal.,(US 2004/0013575). 

5. For claims 1 and 2, Stevens et al., teach a method for filtering a sample comprising a 
container having an internal chamber (sample collection part, paragraph 0052, figure 1 #14), a 
plug member to seal the opening of the chamber (paragraph 0052, figure 1 #22), a filter for 
filtering the sample (paragraphs 0052, 0057, figure 1 #13), and a sample storage part for storing 
a sample (figure 1 area below filter 13 generally denoted as #12). The steps of collecting a 
sample using a vacuum blood collection needle, and filtering by a pressure gradient are being 
read as inherent features in the teachings of Stevens et al. For example, examination of figure 1 
of Stevens et al, reveals a hollow collection needle that generates communication to the exterior 
(paragraph 0054, figure 1 #26) thereby generating a pressure difference between the collection 
and storage parts. 
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6. For claims 7-9, Stevens et al, teach a container comprising an internal chamber (sample 
collection part, paragraph 0052, figure 1 #14), a plug (paragraph 0052, figure 1 #22), a filter 
(paragraphs 0052, 0057, figure 1#13), a sample storage part (figure 1 area below filter 13 
generally denoted as #12). Stevens et al., teach the container being sterile and holding sterile 
products which reads on the claimed device being hermetically connected (paragraphs 0039, 
0052, 0054). Stevens et al, also teach the plug having a through hole that can be pierced and 
resealed which reads on the claimed sealing member on the outer surface of the plug member 
(paragraph 0054). 

7. For claim 10, Stevens et al., teach a container comprising a sample collection part, plug, 
filter, and sample storage part as detailed in the preceding paragraph. Additionally, Stevens et 
al, teach an open hole formed in a part of the inner surface of the collection part in contact with 
the plug (figure 1, top hole of pierced plug), and a flow channel (figure 1, vertical channel of 
pierced plug) that allows communication between the through hole and the interior of the sample 
collection part. 

8. For claim 1 1 , Stevens et al., teach a container comprising a sample collection part, plug, 
filter, and sample storage part as detailed in paragraph 6. Additionally, Stevens et al., teach the 
plug having two through holes (figure 1, top and bottom holes of pierced plug), and a flow 
channel (figure 1, vertical channel of pierced plug). The arrangement of the through holes, and 
the flow channel in the device of Stevens et al., are such that when the plug member is drawn 
from the collection part one end of the channel is opposite the through hole (figure 1 , top portion 
of channel in pierced plug) while the other end is open to the collection part (figure 1, bottom 
portion of channel in pierced plug). 
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Claim Rejections - 35 USC § 103 

9. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

10. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

1 1 . This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 

12. Claim 3 is rejected under 35 U.S.C. 103(a) as being unpatentable over Stevens et al (US 
2004/0013575) in view of Brown et al, (US 3,837,376). 
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13. With regards to claim 3, Stevens et al., do not teach a needle having a communication 
groove on its outer surface and extending from the needlepoint to an opposite end to the 
needlepoint. 

Brown et al, teach a blood serum collection tube comprising a needle having openings 
(communication groove) on its outer surface (column 2 lines 56-62, figures 1-3 #'s 5, 6). Brown 
et al, teach that it is advantageous to have the openings on the outer surface of the needle as a 
means of providing communication between the inside of the tube and the atmosphere. 
Therefore, it would have been obvious to one of ordinary skill in the art at the time the invention 
was made to modify Stevens et al., in view of Brown ct al., to utilize a communication groove in 
order to provide communication between the inside of the container and the atmosphere as taught 
by Brown et al. It is noted that reference to Brown et al., does not explicitly teach the opening 
(communication groove) extending from a needlepoint to an opposite end of the needlepoint. 
This limitation is being read as a change in size and is deemed obvious in view of the teachings 
of Brown. The openings of Brown et al., and the communication groove of the instant 
application function in the same manner, namely to generate communication between the interior 
of the container and the exterior environment thus the only difference between the prior art and 
the claimed limitation is the relative size (length) of the opening. The MPEP states that where 
the only difference between the prior art and the claims was a recitation of relative dimensions of 
the claimed device and a device having the claimed relative dimensions would not perform 
differently than the prior art device, the claimed device was not patentably distinct from the prior 
art device. Therefore, it would have been obvious to one of ordinary skill in the art at the time 
the invention was made to modify Brown et al., wherein the communication groove extends from 
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the needlepoint to an end opposite the needlepoint as changes in size require only routine skill in 
the art. 

14. Claims 4-6 are rejected under 35 U.S.C. 103(a) as being unpatentable over Brown et al, 
(US 3,837,376) in view of Altman et al, (US 2002/0177772). 

15. With regards to claims 4-6 Brown et al., teach a jig for collecting a sample comprising a 
communication needle having a flow channel (hollow portion of needle) extending from the 
needlepoint to the opposite end of the needle (column 2 lines 52-56, column 3 lines 1 1-17), a 
gripping portion attached to the end of the needle (column 2 lines 62-67, figures 1-3 #21), and a 
skirt portion extending in an axial direction from the gripping portion (figures 1-3 #15). Brown 
et al, also teach the needle having two openings ((column 2 lines 56-62, figures 1-3 #'s 5, 6) 
which are being read on the claimed communication groove. It is noted that reference to Brown 
et al, does not explicitly teach the opening (communication groove) extending from a 
needlepoint to an opposite end of the needlepoint. This limitation is being read as a change in 
size and is deemed obvious in view of the teachings of Brown. The openings of Brown et al., 
and the communication groove of the instant application function in the same manner, namely to 
generate communication between the interior of the container and the exterior environment thus 
the only difference between the prior art and the claimed limitation is the relative size (length) of 
the opening. The MPEP states that where the only difference between the prior art and the 
claims was a recitation of relative dimensions of the claimed device and a device having the 
claimed relative dimensions would not perform differently than the prior art device, the claimed 
device was not patentably distinct from the prior art device. Therefore, it would have been 
obvious to one of ordinary skill in the art at the time the invention was made to modify Brown et 
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al, wherein the communication groove extends from the needlepoint to an end opposite the 
needlepoint as changes in size require only routine skill in the art. Brown et al, do not teach the 
needlepoint having a vane. 

Altman et al, teach a drug delivery catheter comprising a needle wherein the needle has 
barbs (vanes) located at the needlepoint (paragraph 0083, figure 4 #466). Altman et al, teach 
that it is advantageous to utilize a barb as a means of holding the needle in place. Therefore, it 
would have been obvious to one of ordinary skill in the art at the time the invention was made to 
modify Brown et al, in view of Altman et al., to form a vane at the needlepoint in order to 
prevent random movement of the needle as taught by Altman et al. 

Response to Arguments 

16. Applicant's arguments with respect to claims 1-11 have been considered but are moot in 
view of the new ground(s) of rejection. 

17. Applicant has argued that the combination of references applied in the previous Office 
action do not teach the limitations of the instant claims. The claims as presented in applicant's 
response dated March 3, 2009 are now under new grounds of rejection thereby rendering 
applicant's arguments moot. The examiner notes that in the above Office action, the drawings 
have been objected to for failing to show features specified in the claims. Additionally, claims 5 
and 6 have been objected to as claims 5 and 6 are method claims that are dependent on an 
apparatus. It is the examiners position that the art applied in the above Office action teaches the 
limitations of the claims as presented in applicant's response of March 3, 2009. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Dwan A. Gerido, Ph.D. whose telephone number is (571)270- 
3714. The examiner can normally be reached on Monday - Friday, 9:00 -6:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Vickie Kim can be reached on (571) 272-0579. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Lyle A Alexander/ 

Primary Examiner, Art Unit 1797 

DAG 



